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DETAILED ACTION 

Specification 

1 . The disclosure is objected to because of the following informalities: The use of 
legalese such as 'said' should not be used. 

Appropriate correction is required. 

Claim Objections 

2. The claims 3 and 5 are objected to because they include reference characters 
which are not enclosed within parentheses. 

Reference characters corresponding to elements recited in the detailed 
description of the drawings and used in conjunction with the recitation of the same 
element or group of elements in the claims should be enclosed within parentheses so 
as to avoid confusion with other numbers or characters which may appear in the claims. 
See MPEP § 608.01 (m). (See Claim 3) 

3. Claim 8 is objected to because of the following informalities: Misspelled the word 
'said' as 'aid'. Appropriate correction is required. 

4. Claims 4-6, 7 and 9 objected to because of the following informalities: Misspelled 
the word 'characterized' as 'characterised.' Appropriate correction is required. 

5. Claim 3 is objected to because of the following informalities: Misspelled the word 
'centered' as 'centred.' Appropriate correction is required. 

Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed 
or described as set forth in section 102 of this title, if the differences between the 
subject matter sought to be patented and the prior art are such that the subject 
matter as a whole would have been obvious at the time the invention was made 
to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was 
made. 

7. Claims 1-9 rejected under 35 U.S.C. 103(a) as being unpatentable over WO 

90/03196 to Utterberg etal. 

a. Claim 1 : Utterberg shows an end-of-use protective element (Fig 15-17) for 
needles for perfusions, transfusions and suchlike which envisages the complete 
insertion and locking of a needle (not shown) fitted with wings (See page 23 lines 
30-35 and Page 24 lines 1-7) within a protective case, characterized by the fact 
that the said element is composed of a first portion (140) and a second portion 
(141) which are reciprocally constrained by means of a connecting element (102) 
at the time of production and shipping and which are capable of being separate 
at the time of use, said separation capable of being rendered possible by the 
detachment of the said connecting element, the first and second portions being 
constrained together, when in use, via locking means (116 and 118) and 
corresponding slits (between 110 and 112 and between 118 and 120) in the rear 
part of the said protective element but lacks the fact that the first portion (140) is 
fitted with a pan (150) and the second portion is fitted with at least two first ridges 
and at least two second ridges said pan and said first and second ridges being 
positioned in the respective portions in such a way that they are located on the 
internal sides of the protective element (100), in a reciprocally opposing position, 
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when the said protective element is in use. Utterberg does not show the pan 
being located within the first portion however, instead he shows an endcap (150) 
with the same function as the pan which is attachably connected to the first 
portion. The difference is simply the placement of the element for collection of 
residual blood. The element is the same. Therefore, modifying the position of the 
endcap of Utterberg to the position of the pan would have been obvious to one 
skilled in the art during the time of the invention in order to avoid the need for 
extra elements and in order to permit ease of use. Next, he does not show two 
sets of ridges as mentioned above but does show one set of ridges (130 and 
132) and shows notches 107 on one side and 108 on the other which are all 
positioned in such a way that they are located on the internal sides of the 
protective element. These elements are performing the same function as ridges 
24 and 20 in the invention. Ridges (130 and 132) delimit the lateral movement of 
the needle like 20 of the invention, while notches (107 and 108) are used to 
maintain a flattened position of the wings like 24 of the invention. Therefore, it 
would be obvious to one skilled in the art during the time of the invention modify 
the elements in terms of positioning and shape in order to increase the efficacy of 
delimiting the lateral movement and maintaining the placement of the wings and 
also to increase the ease of manufacturing the apparatus by including all 
functioning elements on one side. Furthermore, the notches (107 and 108) are 
cut into the protective elements leaving ridges (Not numbered See Fig 15) as a 
result. 
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b. Claim 2: Utterberg shows a protective element characterized by the fact 
that that first portion (140), the second portion (141) and the connecting element 
(102) are created by a moulding process in a single operation (See Page 23 lines 
30-31 and lines 14-18). 

c. Claim 3: Utterberg shows a container for the drops of residual blood that 
may leak from needle after its use and its retraction into the said protective 
element centered with the longitudinal central axis of the first portion in its 
extended configuration (See Fig 15 Endcap #150 is snapped on after use to 
prevent blood from escaping) but lacks, a pan corresponding to the longitudinal 
central axis of the first portion in its use configuration; the pan being designed to 
act as a container. The difference is simply the placement of the element for 
residual blood. Therefore, modifying the position of the endcap of Utterberg to 
the position of the pan would have been obvious to one skilled in the art during 
the time of the invention in order to avoid the need for extra elements and in 
order to permit ease of use. 

d. Claim 4: Utterberg does not show that a frontal protrusion is positioned in 
front of the pan facing the front part (103); said protrusion being designed to 
constitute both a shoulder for the point of the needle and a further barrier against 
blood leaking from the protective element (100), in the area corresponding with 
its front part. However, given the modification shown above for claim 3, if the 
placement of the placement of the endcap is changed to reduce the number of 
extra elements than the addition of frontal protrusions which would be capable of 
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acting as a further barrier against blood leaking from the protective element could 
be included similar to ridges (103 and 132). Therefore, upon modifying the 
position of the endcap of Utterberg with the position of the pan it would have 
been obvious to one skilled in the art during the time of the invention to include 
frontal protrusions like (130 and 132) in order to act as a further barrier against 
blood leaking. 

e. Claim 5: Utterberg shows that the height of the first ridges (1 30 and 1 32) 
is equal to the distance, when the protective element (100) is in use, between the 
lower surface of the second portion (141) and the steps (131 and 133 reference 
uses the term notches to describe the element, however, if it is a notch it 
contains 2 steps on either side of the notch) on the first portion (140); said height 
being designed to permit, when the protective element (100) is in use, the co- 
operation being designed to prevent blood leaking from the protective element 
(100) in the area corresponding with the external edges (101) of the said 
protective element. 

f. Claim 6: Utterberg does not show the distance between the second 
notches (107 and 108) corresponding with the distance between the steps (131 
and 133) but the notches 107 and 108 run through the protective element from 
end to end when in use in order to maintain the position of the wings. Therefore, 
it would be obvious to one skilled in the art during the time of the invention that 
the distance between the ends of 107 and 108 correspond with the distance 
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between steps 131 and 133 since 107 and 108 or 131 and 133 are parallel to 
each other and on two separate ends when the protective element is in use. 

g. Claim 7: Utterberg shows a base surface (Not numbered), designed to 
remain inside the said protective element when the latter is in use, there is a 
groove created (Described on Page 24 lines 8-10) which extends, essentially, 
along the entire length of the first portion (140). 

h. Claim 8: Utterberg shows that the height internal of the second notches 
(107 and 108) is equal to the distance that exists, when the protective element 
(100) is in use between the top surface of the notch and the lower surface of the 
notch (See Fig 15 107 and 108) minus the thickness of the wings (Described on 
Page 23 lines 15-30); said height being designed to permit, when the protective 
element (100) is in use, cooperation between the said second notches with the 
upper surface of the said wings; the said cooperation being designed to 
constitute a further protective element against the possibility of blood leaking out 
from the protective element (100) laterally in the area in corresponding with the 
groove (Described on Page 24 lines 8-10). However, Utterberg lacks when the 
protective element is in use the height is measured as the distance between the 
lower surface of the second portion (141 ) and the base surface (Not Shown) of 
the said protective element minus the thickness of the wings. But, since the 
purpose of the notches is to keep the wings in place when the protective element 
is in use, to would be obvious to one skilled in the art that if the notches were on 
the same side this measurement could take. Therefore, it would be obvious to 
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one skilled in the art during the time of the invention to manufacture the 
protective element with notches on one side in order to manufacture the 
apparatus with more ease and create one less measurement when fitting the 
wing in place. Furthermore as stated above. If the notches have been cut as to 
remove material to create space for the wing a ridge will also result (Not number 
see Fig 15). 

i. Claim 9: Utterberg shows that each step (131 and 133) separates the 
base surface (Not numbered see Fig 15) from the groove (Not numbered see Fig 
1 5) on both sides of the central longitudinal axis of the first portion (1 40). 
Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to DIVA RANADE whose telephone number is (571)270- 
7456. The examiner can normally be reached on M-F, 7:30-5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Melba Bumgarner can be reached on (571) 272-4709. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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